JTEKJIAPALTASI O COOTBETCTBUM

JAEKJIAPAHT, IPUHUMAIOIIIHAHA TEK/JIAPAITHIO 0 COOTBETCTBHUH

AO "Canogu Poccus"

3apeaucmpuposano : Mescpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, z. Mockea, yn. Teepckas, 0. 22. Tenegon:8 (495) 721-14-00

B nuye: I'enepanvuviii oupexmop Adaman H. B.

Hosepennoe nuyo: Knoxosa FO.C., ooeepennocmn 6/1 om 29.01.2016 2.

3AABJIIET, UTO
nexapcmeentoe cpedcmeo. Decenyuane opme H xancynor 300 mz 10 wm., ynaxosxu suetikogvle KoHmypHble

(3), nauxu kapmonnvie, PY Ne I N011496/01 om 10.08.2010 (dama nepeogopmnenus 28.04.2016), cepus
7K4841, napmua 142835 ynaxosox, z00en oo 01.03.2020, npouzeodcmea A. Hammepmann 1o Cue. Im6X,
I'epmanusn, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany, xod OKII]2
21.20.10.114, koo TH B3J] 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne

9085266903 om 18.10.2017

COOTBETCTBYET TPEEOBAHUSIM
II N011496/01-220911 uzm. Ne 1-5

JEKJIAPAITUSI ITPUHSATA HA OCHOBAHUM
npomoxon ucnvimarui Ne 2775 0 om 25.10.2017 H/T OO0 HI] "®APMOFEOPOHA", ammecmam

axxpedoumayuu POCC RU.0001.21DJ140, Cepmughuram POCC DE.DMO08.C98704 om 25.10.2017

JATA’ ﬁpﬁﬁﬂ'ma JEKJIAPAITAHA 25.10.2017
,IIE’RJIAPAuuﬂ ;[EﬁCTBHTEJIbHA IO 01.03.2020
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o CBEJEHHS O PETHCTPAITAH

OPT'AH ITO CEPTH®HUKAITHUH, 3APETUCTPHPOBABIIHIA TEKJIAPAITAIO
RA.RU.11®M08 OPI4H 110 CEPTHOQHKALHH ITPONYKIJHH OFIJECTBO C OT PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",
adpec opzanusayuu. 105062, Poccus, 2. Mockea, @ypmanuniii nepeynox, 10, 1, adpec opzaua no
cepmuguxayuu: 115280, Poccus, 2. Mocxea, yn. Macmepxosa, 4, 5, men. :(495)788-02-88, ee6-caiim: OYKK.pQ.

AEKJIAPAITUAT O COOTBETCTBHH 3APETHCTPUPOBAHA N2 POCC DE. ®@M08./180390
HAT. EETIIGTPAIII’II/I 23.10.2017
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SANOFI

A. Harrepmann supn Cue. I'M6X, I'epmanus
Harrepmannaiee 1, JI-50829, Kénbh, ['epmanus

CEPTH®HKAT AHAJIM3A

Decennnane® gopre H, kancyast 300 mr 6amcreprr 10 N3

Cepusn No: 7K4841
[IpoussejieH: 09.2017
['oxen no: 03.2020
HJI TTNO11496/01-220911
[Tokazatenu HopmMbi Pesynbrars
Onucanue Henpo3pauHbie po10aroBarTele TBEpIbIE COOTBETCTBYET
’eJIAaTHHOBBIE KaTCyJibl KOPHYHEBOTO 1(BETA,
coJieprKkaliie MacIsTHHCTYIO 1acTo00pasHyro
Maccy JKeJITOBaTO-KOPHYHEBOTO 1iBETA.
[ToAMMHHOCTB:
- (ocharuauaxonuHa Rt (oOpasua) = Rt (crannapra) COOTBETCTBYET
- nuzodocdaTuIHIX0NTHHA Rt (0o6pa3na) = Rt (crangapra) COOTBETCTBYET
CpenHss Macca KancyJl 451,4 Mr - 524,6 mr. 509,9 Mr
CpenHsisi Macca COAEpPKHMOTO 374,6 Mr - 435,4 mr. 425,2 Mr
KarcyJs 1 OTKJIOHEHHE OT > 2 /20 oTkJIOHeHHEe OT cpeaHel Maccel + 7,5%; | cOOTBETCTBYET
cpeaHei Macchl 0/20 oTkI0HEHHE OT cpeaned Macchl £ 15%. COOTBETCTBYET
PacnanaemMocTs He 6onee 30 MunyT. COOTBETCTBYET
MukpoGuonornyeckas aucrora* |I'® XII COOTBETCTBYET
KonudecTBeHHOE OIpeie/ieHHe:
- (¢ocharuauaxonuna™* 208,1 mr - 248.9 Mr/kamncyny. 240.4 mMr
- nu3odocharuanixonusa** He Gonee 18,0 mr/kamncyny. 6,6 Mr

*_ rokasarelib BKIHOUEH B cooTBeTcTBHH ¢ TpeboanusMu UCJIIC, dupma rapaHTHpyeT KayecTBO

110 JaHHOMY MOKa3aTello.

B HOPMBI YKa3aHbl Ha KOHELl CPOKa 'OJHOCTH, OHH OTJIHYarOTCAd OT HOPM, TIPCIACTABJICHHBIX B

cepruduKaTe aHanM3Aa.

IMokazartemn «IloaIHHHOCTD Xesie3a okcHaay, «l1oUTHHHOCTE THTaHa IMOKCH Ay, «J{HamMeTp U UTHHA
karncys» uckmouersl 13 HJI B coorBerctBun ¢ Tpedoanuamu UCJIC.
VkaszaHHas cepHs IPOM3BEICHA B COOTBETCTBHH C JICHCTBYIONIMMH TPEOOBaHHAMH PETHCTPALIMOHHOTO
JIOChE W TIPaBHIIAMH HaJUTeKarieil IpakTHKH NTPOU3BOJICTBA JIEKapCTBEHHBIX cpeacTs (GMP).

Kakwue-n1160 3HaUUMble MIIH KPUTHUECKHE OTKIIOHEHHS OT PErjiaMeHTHPOBAaHHBIX [MapaMeTpOB He

3apPEerHCTPUPOBAHBI.

Pemenue: Bemmyinen:

16/10/2017

AO «Canodn Pocena»

VYnonaomouenHoe 1uio: Dr. Bettina Glombitza

Crp 1-1

Aapec: 125009, Mockra, yi. Tsepekas. 22, Ten.: (495) 721-1400. dake: (493) 721-1411. www.sanofi.ru




A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI .z

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 226674 Issued: 16.10.2017
Material: Essentiale forte N Capsules, 30 pieces

Material No: 361907

Batch No: 7K4841

GMID-No: 605453

Batch Yield: 142.835

Manufacture Date: Sep 2017

Expiry Date: Mar 2020 Destination:

Specification No./Version: 11.233763/3

This product contains in: 1 Capsule

Parameter Release limits Result
Characters

Appearance khaki, opaque, oblong, hard capsule conforms
Appearance of filling mass honeylike, pasty mass conforms
Technical Tests

Average mass 4514 - 524,6 509,9 mg
Average filling mass 374,6-4354 4252 mg
Uniformity of filling mass conforms conforms
Disintegration within 30 minutes conforms
Identification

(3- sn-Phosphatidyl)choline conforms conforms
(3-sn-Lysophosphatidyl)-choline conforms conforms
Assay

Soya bean phospholipids, containing 76 % Ca. 300 314 mg
(3-sn-Phosphatidyl)choline

(3- sn-Phosphatidyl)choline 208,1-2489 240,4 mg
(3-sn-Lysophosphatidyl)-choline Max. 18,0 6,6 mg
Microbiological Purity

Total aerobic microbial count (TAMC) Max. 1000 <10 CFUlg
Total combined yeasts and moulds count Max. 100 <10 CFU/g
(TYMC)

Bile-tolerant gram-negative bacteria Max. 100 <1 CFU/g
Escherichia coli absentin1g conforms
Pseudomonas aeruginosa absentin1g conforms
Staphylococcus aureus absentin1g conforms
Salmonella absentin10g conforms

ExCertReleaseEl_nat.xml

Zubetzt bearmetat 08 04 2015 14 50
Svan Schumacher, OAS. Tel 2028
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A. Nattermann & Cie. GmbH :
A Sanofi Company SA N O F I j
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 226674 Issued: 16.10.2017

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns

QC Manager

Release date:  16.10.2017 at 11:22:48 by Dr. Bettina Glombitza

Reference:

This product has been tested according specification: 11.233763 /3

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above-mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP.

Dr. Andrea Giillmann
Qualified Person

This document has been produced electronically and is valid without signature.
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Zusetzt bearbetel 08 04 2015 14:50
Sven Schumachar, QAS, Tel 2025



